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APPROVAL LETTER




T NDA 20:692/5-001, 5-002 B T

" Glaxo Wellcome Iric.

- Five Moore Drive:
. P.O.Box 13358

. :'_:"'Reqearch Trlanglc Park. North Carohna 27709 ;

R :__"E_'Attennon: : John W. Morgan PhD.

Associate Drrector Regulatorv Affmrs

e %g'DearDr Morgan

Please refer to your supplcmental new drug appllcanons dated September 24; 1997 TCCC]VCd;- :
" September 26, 1997, submitted under section 505(b) of the Federal Food. Drug. and-

* " Cosmietic Act for Serevent Diskus (salmeterol xinafoate inhalation powder)

o We acknowlcdge recexpt of vour subrmssrons dated December 18,1997, Januarv 15, August

12, and September 4 and 24, 1998 (S-001) and November 4, 1997, Janvary 15. April 16.
: - August 12, and September 1 and 24; 1998 (S- 002) The user fee goal datc tor these.
.. applications is September 26. 1998. -

e .Suppl‘ement S-001 provides for the use-of Serevent Diskus for the treatmeent of exercise-

" induced bronchospasm in adults and chrldren 4 years of age and older with réversible

'::3“.'obst'ructlvc airway dlscaSe

2 ‘.‘::;-' Supplement 5-002 provrdes pedlatnc labelmg for children 4 to 11 years of age for the

R maintenance treatment of asthma and prevention of bronchospasm.

; j? We have comp]cted the review of these supplemental applications as ameénded. and have

. concluded that adequate information has been presented to demonstrate that the-drug product

. . is safe and effective for use as recommended in the enclosed labeling text. Accordingly. these -

R ; supplernental applications are appro» ed effecn\ é on the date of thts letter

L The ﬁna] pnnted labeling (FPL) must be 1dent1cal to the enclosed labelmcT (text for the
s package nsett, text for the patient packave 1n<;ert)

’ E"Pleaqe subiit 20 copics of the FPL as soon as it is a\mlable in no case more than 30 days :
RS after it is printed. Please individually mount ten of the copies on heavy-weight paper or -
fa sn‘m]ar matenal For admmlstranve purposcs these Submlsslons should be designated "FPL .
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E :?_'for approvcd Supplement NDA 20 692/8- 001 5-002.” Approva] of thcsc subrmsqlons by
L - FDA is not l'qu.Ierd before the labeling is used

L In addmon-, p]ease submu threc‘coplcs of the ln'trodu‘ctory promotional materials that you -
: - propose to use for this product. - All proposed materials should be submitted in-draft or
“ mock-up form, not final print.. Please submit one copy to this Division and two cop1e< of -
o both thc promotional materials and the packagc insert dlrcctlx to: : '

o DlVlSlon of Drug Marketmg,: Advemsmg, and Commumcanons. HFD-40
- . Food and Drug Administration: - -
.. 5600 Fishers Lane . .
" Rockville, Mary]and 20857

) "_-'5 v If a ]ctter cornmumcatmg 1mportant mformatlon about thlS drug product (1 e, a “Dear Health
. Care Practitioner” letter) is issued to physicians and others responsible for pahcnt care, we:
s requcst that you submit a copy of the letter to thls NDA and a copy to the fol]owmv address_

MEDWATCH HF 2
FDA

5600 Fishers Larie - :
Rockville. MD 20857 .

. _-. We remmd you that you must comply W1th the rcqmrcments for an approvcd NDA set forth
' Er_'.‘-.‘?-undcr2l CFR 314.80 and314 81. :

B -.-'.3:_‘ If you have any qucshom contact Ms:. Parmda Jani. Pro;cct Manager at (301) 827-1030

"+, Sincerely vours.

~ John'K. Jenkins. MD FCCP
. Director :
.. Division of Pulmonary Drug Products :
* Office of Drug Evaluation IT -
o Cemcr for Drug Ev a]uatlon and Research

“. Enclo$ure:




